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osszaas In order for a newly marketed drug to be listed on a provincial formulary, a pharmaceutical company needs 
to take all of the following steps, EXCEPT: 
m e 
45 Flag question 
B (Sena resanaae Select one: 
= Complete submissions for each provincial formulary listing * 


Complete a submission for the Common Drug Review (CDR) * 
File a New Drug Submission with Health Canada Y 
Post-marketing surveillance should be conducted X 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 


To understand how a drug becomes listed on the provincial formulary. 


BACKGROUND: 


Submission to Health Canada is the first step required for a pharmaceutical company to legally market their 
drug in Canada. Specifically, the pharmaceutical company files a "New Drug Submission” with the 
Therapeutic Products Directorate (TPD) of Health Canada. Once the drug is approved by Health Canada, the 
pharmaceutical company should complete a Common Drug Review (CDR) submission, which is a requirement 
for provincial formulary inclusion. Once the CDR application is completed, the pharmaceutical company can 
complete separate submissions for each province in which it wishes to market its drug. Post-marketing 
surveillance should be done as well to confirm that the medication is safe for the general public and no new 
side effects or issues arise that were not present in clinical trials (this is done by both the drug manufacturer 
and Health Canada). The question asks about the protocol required for a marketed drug to be listed on a 
provincial formulary. This means the drug has already been approved for legal sale in Canada and as such, 
submission to Health Canada is not required. 


RATIONALE: 
Correct Answer: 


© File a New Drug Submission with Health Canada - The drug has already been approved for legal sale 
in Canada therefore, submission to Health Canada is not required. 


Incorrect Answers: 
e Complete submissions for each provincial formulary listing - This is correct. 
* Complete a submission for the Common Drug Review (CDR) - This is correct. 


* Post-marketing surveillance should be conducted - This is correct. 


TAKEAWAY/KEY POINTS: 


Once a drug is approved to be marketed in Canada, the manufacturer should submit for a review by the CDR, 
apply for public-funding to each province/territory, and conduct post-marketing surveillance. 


REFERENCE: 


[1] Canadian Agency for Drugs and Technologies in Health. CADTH Common Drug Review (CDR). Procedure 
for Common Drug Review. https://www.cadth.ca/about-cadth/what-we-do/products-services/cdr. 

[2] Health Canada. How Drugs are Reviewed in Canada. Government of Canada. http://www.hc-sc.gc.ca/dhp- 
mps/prodpharma/activit/fs-fi/reviewfs_examenfd-eng.php. 


The correct answer is: File a New Drug Submission with Health Canada 
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Which of the following interventions would be INAPPROPRIATE? 


t Fiag question 


Select one: 
Computerized medication administration records (cMAR5) for nursing staff % 
Purchasing automated dispensing devices % 
Bar coding and unit dose packaging % 
Handwritten physician orders faxed to pharmacy Y 


TOPIC: Quality and Safety 


LEARNING OBJECTIVE: 
To understand the role of the Institute for Safe Medication Practices (ISMP). 


BACKGROUND: 


The ISMP is a non-profit organization that analyzes and promotes safe medication practices by working with 
various stakeholders including pharmaceutical companies. hospitals, and health care providers. ISMP collects, 
reviews and analyzes medication incidents as well as near-miss reports, It then disseminates the information 
for knowledge translation using medication safety alert tools such as the ISMP Canada Safety Bulletin. 

ISMP has educated the public about various topics such as the illegibility of handwritten orders and the 
impacts of faxing which can lead to an error (due to a more distorted image). Computerized MARs allow 
health-care providers to see when a patient has received their medication and when the patient is due for 
their next administration, Ear-coding allows for a double-check, whereas unit-dose packaging minimizes the 
chance of accidental overdose. Robots such as automated dispensing machines can reduce the human error 
involved in filling and dispensing. 

RATIONALE: 


Correct Answer: 


+ Handwritten physician orders faxed to pharmacy - Faxing usually reduces the quality and 
resolution of an image, thus increasing the likelihood of errors. 


Incorrect Answers: 


* Computerized medication administration records (CMARs) for nursing staff - Computerized 
MAR allow health-care providers to see when a patient has received their medication and when the 
patient is due for their next administration, 


* Purchasing automated dispensing devices - Automatic dispensers can reduce the human error 
involved in filling and dispensing. 


* Barcoding and unit dose packaging - Bar-coding allows for a double-check, whereas unit-dose 
packaging minimizes the chance of accidental overdose. 


TAKEAWAY/KEY POINTS: 


The ISMP is a not-for-profit organization that helps disseminate important information to the public about 
error-prone activities such as handwritten orders and faxing. 


REFERENCE: 


[1] Institute for Safe Medication Practices. A Nonprofit Organization Educating the Healthcare Community 
and Consumers About Safe Medication Practices, http:/Awww.ismp.org/default.asp. 

[2] Institute for Safe Medication Practices. Original Document Needed to Scan Orders to Pharmacy. 
‘https://vww.ismp.ora/resources/original-document-needed-scan-orders-pharmacy. 


The correct answer is: Handwritten physician orders faxed to pharmacy 
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